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CD HORIZON® Spinal System
510(k) Summary
November 2013

1. Company: Medtronic Sofamor Danek USA, Inc.
1800 Pyramid Place
Memphis, TN 38132
(901)396-3 133 Dc021

II. Contact: Becky Ronner
Senior Regulatory Affairs Specialist

III. Proprietary Trade Name: CD HORIZON® Spinal System

IV. Common Name: Spinal Fixation Appliance, Spinal Fixation
Orthosis

V. Classification Name: Spinal Interlamninal Fixation Orthosis

(21 CFR 888.3050)
Spinal Intervertebral Body Fixation Orthosis
(21 CFR 888.3060)
Spondylolisthesis Spinal Fixation Orthosis
(21 CFR 888.3070)
Spinal Pedicle Fixation Orthosis
(21 CFR 888.3070)
Spinal Pedicle Fixation, For Degenerative
Disc Disease Orthosis (21 CFR 888.3070)
Adolescent Idiopathic Scoliosis Pedicle
Screw Spinal System, (21 CFR 888.3070)

Classification: Class Ill (Pre-amendment)

Product Codes: KWP, KWQ, MNH, M/NI, NKB, & 051-

VI. Product Description:

The CD HORIZON® Spinal System consists of a variety of shapes and sizes
of rods, hooks, screws, CROSSLINK® Plates, staples, and connecting.
components, as well as, implant components from other Medtronic spinal
systems. These components can be rigidly locked into a verity of
configurations, with each construct being tailor made for the individual case.
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A subset of the CD HORIZON® Spinal System components may be used for
posterior pedicle screw fixation in pediatric cases. These constructs may be
comprised of a variety of shapes and sizes of rods (ranging in diameter from
3.5mm to 6.35mm), hooks, screws, Crosslinks® Plates, and connecting
components. Similarly to the CD HORIZON® implants used in adult cases,
these components can be rigidly locked into a variety of configurations, with
each construct being tailor-made for the individual case.

The system also includes various instruments used to assist in the implantation
of the system via minimally invasive approaches.

The purpose of this submission is to modify Medtronic's CD HORIZON®
Spinal System to add additional components to the system, specifically, Side
Loading (SILO) and Closed SOLERATM lateral connectors.

VII. Indications for Use:

The CD HORIZON®& Spinal System with or without SEXTANT®
instrumentation is intended for posterior, non-cervical fixation as an adjunct to
fusion for the following indications: degenerative disc disease (defined as
back pain of discogenic origin with degeneration of the disc confirmed by
history and radiographic studies); spondylolisthesis; trauma (i.e., fracture or
dislocation); spinal stenosis; curvatures (i.e., scoliosis, kyphosis and/or
lordlosis); tumor; pseudarthrosis; and/or failed previous fusion.

Except for hooks, when used as an anterolateral thoracic/lumbar system, the
CD HORIZON® Spinal System may also be used for the same indications as
an adjunct to fusion.

With the exception of degenerative disc disease, the CD HORIZON®
LEGACYTM 3.5mm rods and the CD HORIZON® Spinal System PEEK rods
and associated components may be used for the aforementioned indications in
skeletally mature patients as an adjunct to fusion. The 3.5mm rods may be
used for the specific pediatric indications noted below.

When used for posterior non-cervical pedicle screw fixation in pediatric
patients, the CD HORIZON® Spinal System implants are indicated as an
adjunct to fusion to treat adolescent idiopathic scoliosis. Additionally, the CD
HORIZON®) Spinal System is intended to treat pediatric, patients diagnosed
with the following conditions: spondylolisthesis/spondylolysis and fracture
caused by tumor and/or trauma. These devices are to be used with autograft
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and/or allograft. Pediatric pedicle screw fixation is limited to a posterior
approach.

The CD HORIZON® SPIRETM Plate is a posterior, single level, non-pedicle
supplemental fixation device intended for use in the non-cervical spine (TI-
S I) as an adjunct to fusion in skeletally mature patients. It is intended for plate
fixation/attachment to spinous processes for the purpose of achieving
supplemental fixation in the following conditions: degenerative disc disease
(as previously defined); spondylolisthesis; trauma; and/or tumor.

In order to achieve additional levels of *fixation, the CD HORIZON® Spinal
System rods may be connected to the VERTEX® Reconstruction System with
the VERTEX® rod connector. Refer to the VERTEX® Reconstruction
System Package Insert for a list of the VERTEX®& indications of use.

VIII. Summary of Technological Characteristics

The subject CD HORIZON®) Spinal System has the same fundamental
scientific technology as the predicate CD HORIZON®) Spinal System. Like
the predicate CD HORIZON® Spinal System lateral connectors, the subject
lateral connectors are manufactured in Titanium Alloy and hre provided in
Side Loading (SILO) and Closed rod interconnection. The subject lateral
connectors are used to connect rods to screws in order to minimize the need to
bend the rod. Additionally, the sizes of the subject lateral connectors are
within the size ranges of the predicate lateral connectors.

The subject set screw is identical in terms of design, material, fundamental
scientific technology, and indications to the predicate set screw. The only
modification to the subject set screw is to provide an additional sterilization
method.

IX. Identification of Legally Marketed Predicate Devices Used to Claim
Substantial Equivalence

The design features, materials and indications for use of the subject lateral
connectors are substantially equivalent to the predicate CD HORIZON®
Spinal System (K090390 S.E. 05/15/2009, K050439 S.E. 03/24/2005,

K091974 S.E. 09/02/2009, K1 13174 S.E. 11/21/2011, and K981676 S.E.
1/28/1999). The subject set screw is substantially equivalent to the predicate
CD HORIZON® Spinal System set screw (K101074 S.E. 06/22/20 10).
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M'edtronic Sof'amor Danek USA. Incorporated
Ms. IBecky Runner
Senior Regulatory Affairs Specialist
1800 Pyramid Place
Memphis. Tennessee 38132

Re: K 132328
Tradle/Device NameI: CD H ORIZON® Spinal System
ReguLlation Numnber: 2 1 C1FR 888.3070
Regulation Namne: Pediele screw spinal systemn

Reuu~latorv Class: Class Ill
Product Code: NKI3. OSI-l. MINH. MINI. KWQ. KWI'
Dated: November 14. 2013'
Received: November 15, 2013

Dear- Ms. Ronner:

We have reviewed your Section 5 10(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated inl thle enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with tile provisions of the Federal Food. Drug,.
and Cosmetic Act (Act) that do not require approval ofa premarket approval application (PMA).

Yoti may, therefore, market the device, subject to the general controls provisions of the Act. The

general controls provisions of the Act inc lude requirements icr annual registration. l istinrg of'
devices, good nanlUfactUring practice, label ig,, and prohibitions against in isbranding- and
adulteration, Please note: C DR I- does not evaluate information related to contract liability
warranties. We remind you, however. that device labeling must be truthful and not mnisleadig-

I fyour device is classified (see above) into either class 11 (Special Controls) or class Ill (PMIA),
it may be subject to additional controls. lx istinri major reguLlationIs affecting your device canl be
found in the Code of Federal Regulations. Title 2 1. Parts 800 to 898. In addition. FDA may
publish Further announcements concerni ng Your device in the Federal Register.

Please be advised that FDA's issuance of a Substantial equivalence determination does not mean
that FDi\ has made a deterinrationi that your device comipl ies with other requiremlents of the Act
or' aviv Federal statutes anti regulat ions admiiistered by other Federal agencies. You Must
comply with all thle Act's requirements, inclu tding. but riot l imited to: registration and listing (21

C1FR P'art 807); labeling (2 1 CFR Part 80 1); medical device reporting (reporting oftmedical
device-related adverse events) (2 1 C1FR 803); good Manufactturing practice requirements as set



Pagze 2 -Ms. Becky Ronner

forth in the quality systemns (QS) regoulation (21 CER Part 820); and il'applicable, the electronic
product radiation control provisions (Sections 53 1-542 ofthe Act); 2 1 CFR 1000- 1050.

If you desire specific advice For your device on our labeling regulation (2 1 CER Part 801 ), please
contact the Division of Smaill Manufacturers. international and Consumer Assistance at its toll-
fre number (800) 638-204 1 or (301) 79.6-7 100 or at its Internet address
http://wvww.fda.paov/MedicalDevices/ResnuircesforYou/lnidustrv/default.htm. Also. please note
the regu lation entitled. "Misbranding, by reference to premnarket noti fication" (2 1 CF R Part
807.97). For questions regarding the reporting of adverse events tinder the M DR regulation (2 1
CER Part 803)), please go to
lhttp://www.fda.oeov/MiedicalDeviccs/Safetv/ReportaProblem/dcfauLft.htm for the CDRI I's Office
of Surveillance and Biomietrics/Division of Postimarket Surveillance.

You may obtain other general informlation Onl your responsibilities under the Act fromn the
Division of Smlall Manufacturers. International and Consumer Assistance at its toll-free number
(800) 638-2041 or (30 1) 796-7100 or at its Internet address
littp://,Avw.fda.aov/MvedicalDevices/Resourcesf'orYou/IlndLstrv/del'ault.htm~.

Sincerely Yourls.

Ronald P. Jean -S for

Mark N. Melkerson
Director
IDivision of' Orthopedic Devices
Of'fice of Device Evaluation
Center for Devices and

Radiologoical I lea Rh

Lnclosure



5 10(k) Number (if known): K1 32 32 8

Device Name: CD HORIZONS Spinal System

Indications for Use:

The CD HORIZON® Spinal System with or without SEXTANT® instrumentation is intended for
posterior, non-cervical fixation as an adjunct to fusion for the following indications: degenerative
disc disease (defined as back pain of discogenic origin with degeneration of the disc confirmed by
history and radiographic studies); spondylolisthesis; trauma (i.e., fracture or dislocation); spinal
stenosis; curvatures (i.e., scoliosis, Icyphosis and/or lordosis); tumor; pseudarthrosis; and/or failed
previous fusion.

Except for hooks, when used as an anterolateral thoracic/lumbar system, the CD HORIZON®
Spinal System may also be used for the same indications as an adjunct to fusion.

With the exception of degenerative disc disease, the CD HORIZON® LEGACY~m 3.5mm rods
and the CD HORIZONS Spinal System PEEK rods and associated components may be used for
the aforementioned indications in skeletally mature patients as an adjunct to fusion. The 3.5mm
rods may be used for the specific pediatric indications noted below.

When used for posterior non-cervical pedicle screw fixation in pediatric patients, the CD
HORIZON® Spinal System implants are indicated as an adjunct to fusion to treat adolescent
idiopathic scoliosis. Additionally, the CD HORIZON® Spinal System is intended to treat
pediatric patients diagnosed with the following conditions: spondylolisthesis/spondylolysis and
fracture caused by tumor and/or trauma. These devices are to be used with autografi and/or
allografi. Pediatric pedicle screw fixation is limited to a posterior approach.

The CD HORIZON® 5PIRETm Plate is a posterior, single level, non-pedicle supplemental
fixation device intended for use in the non-cervical spine (TI-SI1) as an adjunct to fision in
skeletally mature patients. It is intended for plate fixation/attachment to spinous processes for the
purpose of achieving supplemental fixation in the following conditions: degenerative disc disease
(as previously defined); spondylolisthesis; trauma; and/or tumor.

In order to achieve additional levels of fixation, the CD HORIZON® Spinal System rods may be
connected to the VERTEX® Reconstruction System with the VERTEX® rod connector. Refer to
the VERTEX®D Reconstruction System Package Insert for a list of the VERTEX® indications of
use.

Prescription Use ___X_ AND/OR Over-The-Counter Use ___

(Part 21 CFR 80IlSubpart D) (21 CFR 807SubpartC)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF

NEEDED)

Concurrence of CDRH, Office of Device Evaluation

Zane W. Wyatt -S(OE
(Division Sign-Off)

Division of Orthopedic Devices
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